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(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 
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Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/GB00/0121 1 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 
Description, pages: 

1 -65 as originally filed 

Claims, No.: 

1 -9 as originally filed 

Drawings, sheets: 

1/1 7-17/1 7 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 
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□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 

claims Nos. 5-8 (with respect to industrial applicability). 

because: 

H the said international application, or the said claims Nos. 5-8 relate to the following subject matter which does 
not require an international preliminary examination {specify): 
see separate sheet 

□ the description, claims or drawings {indicate particular elements be/ow) or said claims Nos. are so unclear 
that no meaningful opinion could be formed {specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. . 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 7,8 
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No: 



Claims 



1-6, 9 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



7,8 
1-6,9 



Industrial applicability (IA) 



Yes: 
No: 



Claims 
Claims 



1-4, 9 



2. Citations and explanations 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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Comments on item III: 

Claims 5-8 relate to methods of treatment of the human/animal body which is subject- 
matter considered by this Authority to be covered by the provisions of Rule 67.1 (iv) PCT. 
Consequently, no opinion will be formulated with respect to the industrial applicability of 
the subject-matter of these claims (Article 34(4)(a)(i) PCT). 

Comments on item V: 

1 . Reference is made to the following documents: 

D1: MADEN M ET AL: 'Retinoic acid as a chemotactic molecule in neuronal 
development.' INTERNATIONAL JOURNAL OF DEVELOPMENTAL 
NEUROSCIENCE, vol. 16, no. 5, August 1998 (1998-08), pages 317-322, 
XP000946687 ISSN: 0736-5748 cited in the application 

D2: MADEN M ET AL: 'RETINOIC ACID AND DEVELOPMENT OF THE CENTRAL 
NERVOUS SYSTEM' BIOESSAYS, vol. 14, no. 7, 1992, pages 431-438, 
XP0021 49699 ISSN: 0265-9247 

D3: WO 97 241 16 A (ALLERGAN INC) 10 July 1997 (1997-07-10) 

D4: US-A-4 808 630 (STRAW GREGORY M) 28 February 1989 (1989-02-28) 

2. The present application does not meet the requirements of Article 33(2) PCT 
because the subject matter of claims 1-6, 9 would not be considered as novel. 

2. 1 The subject-matter of claims 1 and 2 does not appear to be novel in view of the 
disclosures of D1 and D2 which relate to the positive action of retinoic acid on 
neurite outgrowth. 
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2.2 Claims 1-6 and 9 are anticipated bv the divulgation of D3 describing the use of 
retinoic acid in the treatment of psychotic disorders like schizophrenia (see 
column 2, lines 49-50, column 3, lines 13-18 and example 7). 
Document D4 reveals in a similar manner that retinoid compounds can be used 
for the treatment of neurodegenerative diseases and other neurological 
disorders (see page 2, lines 22-31) . 

3. The present application does not meet the requirements of Article 33(3) PCT 
because the subject-matter of claims 1-6, 9 lack an inventive activity. 

Document D2 discloses that retinoic acid has a role in neurite outgrowth and in the 
development of the Central Nervous System (CNS). In addition , it is further 
suggested page 437, column 2, lines 7-12 that the use of retinoic acid would have 
profound medical implications, e.g in neuronal regeneration. 

4^ The implication of RAR[32 receptor , associated with specific agonists like CD2019 
(differing from the aspecific retinoic acid) , in neuronal growth and development was 
not known so far. The use of RARp2 (with or without specific agonists like CD2019) 
for the treatment of neurological disorders (claims 7 and 8) seems therefore to be 
novel and to involve an inventive activity. 

5. For the assessment of the present claims 5-8 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims 
to the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound 
for the manufacture of a medicament for a new medical treatment. 
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Comments on item VII: 

The description page 14, lines 11-13, refers to "transgenic organism", including "any 
organism". Since it does not exclude human beings, this passage might be objected to in 
certain Contracting States under Rule 9.1 (i) PCT. 

Comments on item VIII: 

Claims 1 , 8 and 9 lack clarity in the sense of Article 6 PCT since the expression "to cause 
neurite development" does not define a disorder to treat, but instead appears to be a result 
to be achieved and thus dos not precisely the subject-matter of said claims. Instead, the 
diseases to be treated should be clearly designated. 
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